UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION

‘:;-@js.ljitnﬁ'l'!}?f:ﬂls. .
RECCWERTOLUNENTS -fp -\

AEF 14 200

In thie Matier of

Schering-Plough Corporaticn,
a corporation,

Upsher-Smith Laboratories, Pracket No. 9297

1 cotpozation,
and

American Home Products Cotporation,
a corporation
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RESPONDENT SCHERING-PLOUGH CORPORATION'S
STATEMENT OF THE CASE INVOLVING SCHERING AND ESI-L.EDERLE

Pumiizant 1o the Court’s Scheduling Order, respondent Schering-Ploogh
Carporation {“Schernnyg™} submitix this stalement of the case with respect to the scttlemaeni
and license ayreement between Schering and ESE-Lederle (“ESI).

A, Introduction

Schering manulactures and sells the brand name drug K-Dur®., a sustained-release
potassium chlonde tablet. K-Dur® is made in conlonmily with Scherinyg's Patenl No.
4,863,743 {the 743 patent™), which claims a novel formulation for & sustained-release
potassivm chloride tablet. The patesit is on the coating for the potassium chloride tablets
— it is the coating that provides the sustained-release mechanisio for the drag. Schering's
patent does not expire until Scptember 2006,

In late 1995, ESI notified Schering that it had filed an ﬁi:-breviamd New Drog,

Application (“"ANDA”) seeking approval to market its sustained-release potasgivm



chloride product as bioequivalent to Schering’s K-Dur®. Schering hrought a patent
infringement suit against ESI, alleping infringement of Schering's /43 patenl.

EST's defense to Schering’s patent case was extremely weak, It was undisputed
that EST used the same ha.ro chemicals i the coating it i:-m on its tablets that were
described in Sche:ring’s. patent. ES['s defense was that it applied these two chemnicals in
separate layers, whereas Schering’s patent called for a mexture of the two. This defense
was quesliongble to begin with., I was Schering’s pasilibn that its patent did not only
co;-fer amixture. Bui EST'¢ defense was completely undennmed when Scheting’s expert
conducted tests showing that the two chemicals in ESI's coating were 1n Fact mixed.

Schering engaged ip settlement discussions, nonethelsss, at the strong urping of
the district judge. The settlement discussions occurred under close supervision of
Magistrate Judge Reuter, the magistrate judge designated by the district judge for this
purpose. There were five separate settlement meetings with fudge Reuter, and some
other comrespondence on the subject of settlement as well.

During setilement discussions in Judge Renter's presence, and between the parfies
as weil, ESI proposed that Schering pay ESI a significant sum of money. Scheting
rejected tins proposal both becayse its case was so strong and becanse of antitrst
concems. When Judge Renter urged Schering to consider EST's proposals, Schering
raised the antitrust issue with Judge Reuter, and brought Charles F. Rule, former
Agsistant Attorney General in charge of the Antitrust Division, to educale Judge Reuter
abeut the petential antitrust issues raised by a settlement involving payment of money by
the patent holder to the generic.

Judge Reuter continued o urge the parties—and particularly Schering, which
wanted to try the case—io settle. Eventually, the parties agreed to settle the case by
splitting the remaining 1ifc of the patent so that EST woeuld be able to enter the market on
Janwary 1, 2004, over two years prior 10 p&tmt cXxpiration in September 2006, As part of
the sctlement, Schering ultimataiy agreed to pay a small surﬁ of money, $35 million, in



conneelion with the settlement, plas $10 million more in the event that the FDA approved
EST's ANDA by a certain date—an event Schering did not believe weuld oceur,

Schering also obtained from ESI the rights 1o market two additional producis not _
involved in the liti gatian,. Schering paid EST $15 million for those rights, and believed
that those rights were worth $35 million.

The termis of the settlement were worked out in Judge Reuter’s chambers, nnder
his close supervision, un a Friday evening. At his direction, the Schering executive who
had decision-muking authority was lecated by cell phone at a basketball game and told
that if scitlement was net achicved that evening, he would have to appear in the Judge’s
chambers on Saturday moming. Judge Reuater strongly urged Schering to settle,
expivysing Lhe view that the amounts of money, which were much smailer than EST had
crginally proposed, were reasonable and 1that any possible antitrust concerns were
obvialed by his involvement.

The terms of the seitlement were wrilten down on a piece of paper in Judge
Renter’s chambers, which he reviewed.

Complaint Counsel claims that the seitlernent agreement harmed coasumers, and
was anticowspetilive, Complaint Counsel does not dispute that Schering would have won
ihe patent case. It does not dispute that Schering’s case against EST was extremely strong
and that EST's delense was weak. Instead, Complaint Counsel bases its casc on the
purely theoretical proposition that any settfement in which & patent holder pays any
money 10 & generic company is baet for consumers and anticompetitive. That is the theory
of Complaint Counsel’s economist. The problem with that thesry is that it is wrong as a
matier of fact. The settlement brokered by ludge Reuter is very beneficial to consumers
and to competition. Judge Reuter caused Schering to let ESI's generic product on the
market two atd a haif years before Schering’s patent expires. .L_lunsumers will fare much

better under the settlement (han they would have if the case had pone to trial.



1. Scttlements, {}enemﬂ}r, Are Beneficial o Consumers

The law strongly favors the scttlement of disputes. See, e.g., DA, Overmyer Co.
v. Loflie, 440 F.2d 1213, 1275 (5th Cir. 1971) ("Settdement agreements are highly favored
in the law and will be upﬁeld whenever possible. . . ."Y; Jn re Sumitomo Copper Litig..,
869 F.2d 1469, 1473 0.5 (Fed. Cir. 1989) ("The arm's-length compromise of a disputed
claim bas long been favored by the courts.”); Hartley v. Mertor Corp., 369 F.2d 1469,
1473 n.5 (Fed. Cir. 1989) ("[The] position that the couris should [avor and enforce
settlement agreements is one this panel heartily endorses."). Settlements allow the parties
to save huge litigation costs. They permit parties to avoid the distraction of corporate
officials that inevitably accompanies litigation. They permit businesses to plan, with
some certainty, about businesses” furure. And they permit the parties to avoid the risks
and uncentainty associated with a trial. All of these cost savings will inevitably be passed
on 1o consumers by American businesses. For these reasons, settlements are much more
fikely to benefit consumers than the alternative of continued litigation, Moreover,
settlements preserve scarce judicial resources, as well. Schering will offcr expent
testimony from two expert witnesses, one a renewned law professor on the subjects of
negotiation and dispute reselution, and the other a practitioner with cxperience as a
litigator and mediator of patent disputes, (o support these pﬂintlﬁ.

Schering’s experts will also testify that it is commonplace for parties in litigation
disputes to explore business transactions involving products or services outside the issues
in dispute as a means of reaching common ground. One of Schering’s experts has wrilten
books advocating parties—and will and will testify that he teaches law students in his
negotiation and mediation courses—to search for value—creating transactions going
beyond the subject matter of the litigation as 2 means of facilitating resolntion of the

disputz.



Finally, Schering’s experts will festify that in many cases the payment of some
money from one party to another in connection with a settlement is necessary to enable

the partics to settle at all. And many such settiements will be procompetitive.

2. The Settlement Was Reasonable and Beneficial to Consnmers
in Light of Schering’s K-Dur® Palent

Complaint Counsel have not alleged, and will not be able to prove, that Schering”s
K-Duwr® palent either ﬁas invalid or was not infringed by EST's potassium chloride
product. It is Schering’s position that Complaint Counsel must allepe and prove that
Schering’s palent position was not strong enough to warrant the split in the remaining
patent Jife agrecd te by the parties. Under the settlement agreement, Schering gave TSI
the right to enter the market over tweo years before Schering”s patent expires. This enlry
date is less than two years later than the earlicst date that ESI could have entered had it
prevailed in the patent liligation, given Complaint Counscl’s position that Vpsher was at
all relevant times catitled to 180 days of marketing cxclusivity. American Home
Preducts Corporation (“AHP™}, ESI-Lederle’s parent corporation, is cxitiny the oral
genenic pharmacentzcal business. AHF thus apparently has no plans 10 market its generic
version of K-Dur® — fact which renders moot the most important feature of the relief
sought in the complaint.

We believe that Complaint Counsel bears the burden of proving that Schering’s
putent is imvalid or was not infringed, or &t least that the split in the patert life does not
reflect the objective strength of Schering’s position in the lawsuit, But regardless of who
bears the burden of proof on these issues, Schering will show that the terms of the
seitlement were better for consumers than the likely outcome of continued Litigation.
Indeed, given the ﬂ‘-’ﬂl'wl'lf:.]nliﬂg weakness of ESI's position, the settlement is if anything

procompetitive, Schering will offer the testimony of experts on these points as well.



B. Legal and Foctiral Issnes to be Decided by the Administrative Law
Judge

1. Whether the ESFSchering ﬁgrccmcnt is Reasonable

- The everarching issue to be rasolvéd with respect to the ESL/Schering agreement
15 whether that agres impeses an unrcasonable restraint on competition, That issue 15 to
be analyzed wnder the rule of reasen. Ser, e.g., State Gif Co. v. Khan, 522 11.5. 3, 10
(1997 {mast anttrust claims involved an analysis of whether the guestioned practice
Imposcs an unrcasonable restraint on competition). Courts will depart from this standard
inquiry into reasonableness when extensive experience with a specific type of restraint
has shown that anticompetitive effecis of the restraint almeost always outweigh its
procompetitive benefits. See, e.g., Contirental TV, Inc. v. GTE Svhvania fac., 433 US>
36, 49-50 & n.16 (1977); Broadcast Music Inc. v. Columbia Broadcasiing Svs., Inc. 444
V.S, 1, 1920 {197%); Khan, 522 U.S. at 10; Walker Frocess Equip., Inc. v. Food Mach.
Corp., 382 1S, 172, 178 (1963).

Settlements of intellectual property litigation in particular shovid be analyzed
uqdﬂr ibe nite of I‘f‘-ﬂ&ﬂﬂ.. Courts have limited experience in evalzating such agreements,
and, as set forth above, settlements provide impaortant procompetitive benefits that must
be taken into consideration in any antitrust analysis. See, e.g., Hartley v. Menior Corp.,
860 F.2d 1469, 1473 0.5 (Fed. Cir. 1989); Speed Shore Corp. v. Denda, 6003 F.2d 469,
473 (9™ Cir. 1979); Aro Corp. v. Allied Witan Co., 531 [.2d 1368, 1372 (6™ Cir, 1976).
The Commission’s ongoing generic drug competition industry survey, designed to
provide the Comrnission with more information about these types of agrecments,
demonstrates that it cuirently lacks sufficient experience in analyzing patent infringement

settlement agreements to condenin any particular one as unreasonable per se.



2 Whether Schering’s Patent Was Invalid or Infringed by EST’s
Product, or Whether the Sphit in the Patent Life Under the
Settlement Does Not Reflect the Strength of Schering’s Position
in the Lawsuit ’

Int erder to determine whether the ESI/Schering settlement was reasc}ﬂable, the
Court will bave to determine whether Schering’s patent gave it the legal right {0 exclude
ESI frotn the market allogether. If it did (ie., if Scheting’s patent was vaiid and
infringed), then no consumer harm could result from a settlement that permits EST to
market its product before patent expiration. Put another way, the Court rmust compare the
effect on consumers of the settlemeni zgreement to the “but for” world of continued
hitigation. I the settlement {i.e., the split in the remaining patent life) reflects the
objective strenpth of the parties’ positions in the underlying patent litigation, then no
consumer harm can resnit frosn a seldement that permoits ESI to market its prodoct at a
time that reflects its chances in prevailing in-the litipation. The cout widl then have o
determine whether Schering’s eventual concession—which occurred atter the split in
remaining pateit e had been agreed to—to pay a small sum of money to ESlip
conaectiop with the setilement was a payment in exchange for an agreement to delay
entry. Schering will prove that the amount of money was only a very small fraction of the
sales volume of the products at 1ssue in the litigation. And as set forth above, Schering
will prove that, given ES1's extremely poor chances in the litigation, corsumers are
indisputably better off under the settlement than they would have been had the litigation

continned.

3. Whether Schering is Immune from Antitrust Liabilicy in Light
of the Court’s Active Involvement in and Supervision of the
Settlement

The court will have to determine whether Schoring can be held liable under the
antitnist laws for engaging in & settlement agreement when the terms of that agrecmment

wicre known to and urged on Schering by & magistrate judge acting at the direction of the



district court. Moreovet, the Court wiil have 1o determine whether Scheting can be held
liable for entering into an agreement nvolving the payment of moeney {roin Schering to
ESE when the magistrate judee was made cxpressly aware of the antitrust Jssues

potentially implicated by éuc:h a settlement.

4. Whether the ESL/Schering Set(lement Prevents ESI from
Marketing Non-infringing Products

The Complaint alleges that the EST/Schering settlement prevents EST from
marketing not only its generic K-Dur®, but alsc from marketing other similar prodocts
that did not infringe. The analysis of this issue will rs:ﬁuirﬂ an evaluation of whether
Schering intended to prevent only the marketing of products that presented substantially
. the same infrinpement issue as BESTs gencric K-Dur® product. It will also require the
Court 1o determine whether ESI had the ability and intent to manvfacture a non-infringing
product that would compete with E-Dur®,

5. Whether the Matter is Moot

As part of the relief requested in this matter, the cormplaint seeks an order
requiring Schering to “immediately license for no compensation its '743 patent to . . . ESL
so as to allow | ESI] te make, produce, and market commercially generic versions of
Schering's K-Duor 20 and K-Dur 10.” Complaing, Notice of Contemplated Relief 1 5.
Pursuant to the terms of the setifement, ESI will be permitted to enter the market over two
years before expiration of Schering’s patent. AHP, however, has decided to exit the oral
gencric pharmaceatical business. Thus, AHP is apparently unable to implement the
principal feature of the prospective relief sought by Complaint, This would seem to make
the matter moot.

C. Status of Compliance With Discovery

schering produced approximately 100 boxes of materials during the year-und-a-
half investigation of this matier. Schering is in the process of producing documents in

response to Complaint Cotmsel’s post-complaint requests. These include approximately



20 boxes of docaments that will be produced by the end of this week related to Schering’s
ezetimibe. Schering is negotiating with Complaint Connsel regarding Complaint
Counsel’s very broad requests for documents related to licenses and evaluations of other
products not involved in l-he Upsher or ESI settlements.

Schering continees to produce documents in response to Complaint Counsel’s
docnment requests, and has reached agreements with Complaint Counsel regarding dates
tor compliance with certain of these requests.

Complaint Counsel has taken a nomber of Schering depnsitioﬁs in this litigation
and the pre-complaint investigalion. Schering is continning to work with Complaint
Couitzel Lo schedule additional deposibions requested biyr Complaint Counscl.

Scheting setved requests for documents on Complamt Connsel on or about June
19, 2001. Complaint Counsel hus prodoced cerlain materials rathered during its lengihy
investigation of this case, and has produoced zbout twe boxes of docaments it response to
Schenng's documenl requests.

In early Junte 2001, Scheting filed a Freedem of Information Act {“FOIA™) request
with the Food atd Drug Administration (“FDA™) for certain documents. While FDA has
not yet produced any doctuments in response to the request, Schering contimies to work

‘with FOIA staff at FDA 1o obtain such materials.

Schering has issued a number of interrogatories to Complaint Covnsel. Maostof |
these are “contention” interrogatories that ask Complaint Counsel whether 1t i 13king
certain positions and, if so, what facts on which intends to rely at the bearing in support of
them. Complait Counscl bas for the most part declined to state what facts it intends to
rely upen, on the ground that it is prernature to do so before the close of discovery.

D. Status of Settlement Negotiations

Thore are o ﬂqgning disciussions botween Schoring and Complaint Counsel
regarding the settlement of this matter. Schering remains willing te confer with

Complaint Counsel in good faith regarding a negotiated resolution of this case.



Dated: September 18, 200
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Respectfully submitted,

C,égfL &y, _i/Zr-_/iffj L{/A

Tohn W. Nields, Ir.

Mare G. Schildkrant

Lanra 8. Shores

Charles A. Loughlin

HOWEREY SIMON ARNOLD & WHITE LLF

- 1209 Pennsylvania Ave., NW.

Washington, D.C. 20004
(202) 783-0800

Attormeys for Respondent
Schering-Plough Corporation



CERTIFICATE OF SERVICE

I hereby certify that this 18th day of September, 2001, I cansed an original, one paper
copy and an electronic copy ol the loregeing Respondent Schering-Plough Corporation's
Statement of the Case Involving Schering and EST-Lederte to be filed with the Secretary of the

Commission, and that two paper copics were scrved by hand upon:

Haonorable ). Michacl Chappell
Admimstrative Law Judge
Federal Trade Commission
Room 104

600 Permsylvania Avenue, N.W,
Washington, D.C. 20580

and onc paper copy was hand delivered upon:

Earen Bokat

Bureau of Competition
Federal Trade Commission
Washington, D.C.

601 Pennsylvania Ave, N.W.
Washington, D.C. 20580

Christopher Curran Cathy [loffman
White & Case LLP Arnold & Porter
601 13th St., N.W. 555 12th 5., N.W,

Washington, D.C., 20005 Washington, D.C. 20004
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Suzagflah P. Land




